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Michael G. Sarli ] ) f
Regulatory Affairs Manager | e s
STERIS, Corp.
P.O. Box 147

St. Louis, MO 63166-0647

Subject: Powder Keg
EPA Registration No.: 1043-77
Amendments Dated: July 28, 2010
EPA Receipt Date: July 29, 2010

Dear Mr. Sarli,

The following amendment, submitted in connection with registration under the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable
subject to the conditions listed below:

1) Revise the Precautionary statements to include the following language:
“...Wash thoroughly with soap and water after handling and before eating, drinking, chewing
gum, using tobacco or using toilet.

2) To provide clarity regarding how many packets are required for each use
dilution, add the following statement to the beginning of the Directions for Use section.
This statement must appear on every label:

“1:256 = 1 packet per gallon of water ~ 1:128 = 2 packets per gallon of water”

3) Revise the second statement in the directions for use section to be in
agreement with the precautionary statements by revising as follows: “DONOT
REMOVE PACKETS BEFORE USE. Handle only with gloved hands. Do not open
packets.”

4) Revise the forth section in the directions for use by deleting the repetitive
language as follows: “...Prepare a fresh solution daily or more often if the...”
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5) Revise the HIV language to include the following: “...Wear appropriate
barrier protection such as latex gloves, gowns, masks, and eye coverings...” and
“...HIV-1 virus is inactivated in 1 minute, use 10 minute contact time for disinfection of
all other organisms on this label...”

6) Revise the Veterinary Clinic language to be in agreement with PR Notice
2000-5 as follows: “...Saturate all surfaces with the disinfecting solution for a period
of...” deleting the word “recommended.”

7) Revise the first section in the right column to be in agreement with PR Notice
2000-5 as follows: “...It is for use in institutions such as hospitals, nursing homes...”
and “...It is used for cleaning and disinfecting of stainless steel...”

8) Since your product is marketed in water soluble packaging contained in a _
plastic pail, revise the container disposal language to read exactly as follows. The - iy
proposed rinsing instructions are not required. Revise to read: “Nonrefillable container.

Do not reuse or refill this container. Offer for recycling if available or dispose of pail in
trash.”

General Comments

A stamped copy of the accepted labeling is enclosed. Submit one (1) copy of
your final printed labeling before distributing or selling the product bearing the revised
labeling. Should you have any questions concerning this letter, please contact Tracy
Lantz at (703) 308-6415. '

Sincerely,

1%

Velma Noble

Product Manager (31)

Regulatory Management Branch I
Antimicrobials Division (7510P)

Enclosure: Stamped accepted label
7510P:T.Lantz:10/27/10:1043-77 accepted label amend
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